
876

21 CFR Ch. I (4–1–98 Edition)§ 449.150

(3) Solubility characteristic test. Pro-
ceed as directed in § 436.317 of this chap-
ter.

[40 FR 41523, Sept. 8, 1975, as amended at 43
FR 22676, May 26, 1978; 46 FR 7275, Jan. 23,
1981; 46 FR 21361, Apr. 10, 1981; 46 FR 46313,
Sept. 18, 1981; 47 FR 34132, Aug. 6, 1982; 50 FR
19920, May 13, 1985]

§ 449.150 Nystatin oral dosage forms.

§ 449.150a Nystatin tablets.
(a) Requirements for certification—(1)

Standards of identity, strength, quality,
and purity. Nystatin tablets are tablets
composed of nystatin and suitable and
harmless buffer substances, diluents,
binders, lubricants, colorings, and
flavorings. Each tablet contains 500,000
units of nystatin. Its potency is satis-
factory if it is not less than 90 percent
and not more than 130 percent of the
number of units of nystatin that it is
represented to contain. The loss on
drying is not more than 8 percent. The
tablets shall disintegrate within 2
hours. The nystatin used conforms to
the standards prescribed by
§ 449.50(a)(1).

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples.
In addition to the requirements of
§ 431.1 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:
(a) The nystatin used in making the

batch for potency, loss on drying, pH,
and identity.

(b) The batch for potency, loss on
drying, and disintegration time.

(ii) Samples required:
(a) The nystatin used in making the

batch: 10 packages, each consisting of
not less than 300 milligrams.

(b) The batch: A minimum of 36 tab-
lets.

(b) Tests and methods of assay—(1) Po-
tency. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Blend a representa-
tive number of tablets for 3 to 5 min-
utes in a high-speed glass blender with
sufficient dimethylformamide to give a
convenient concentration. Dilute an al-
iquot with sufficient
dimethylformamide to give a stock so-
lution containing 400 units of nystatin

per milliliter. Further dilute an ali-
quot with 10 percent potassium phos-
phate buffer, pH 6.0 (solution 6), to the
reference concentration of 20 units of
nystatin per milliliter (estimated).

(2) Loss on drying. Proceed as directed
in § 436.200(b) of this chapter.

(3) Disintegration time. Proceed as di-
rected in § 436.212 of this chapter.

[39 FR 19134, May 30, 1974, as amended at 50
FR 19920, May 13, 1985; 50 FR 52772, Dec. 26,
1985]

§ 449.150b Nystatin oral suspension.
(a) Requirements for certification—(1)

Standards of identity, strength, quality,
and purity. Nystatin oral suspension is
a suspension containing nystatin and
one or more suitable preservatives, sus-
pending agents, surfactants, flavorings,
and colorings in purified water. Each
milliliter contains 100,000 units of nys-
tatin. Its potency is satisfactory if it is
not less than 90 percent and not more
than 130 percent of the number of units
of nystatin that it is represented to
contain. Its pH is not less than 4.5 and
not more than 6.0; except, if the prod-
uct contains glycerin, its pH is not less
than 6.0 and not more than 7.5. The
nystatin used conforms to the stand-
ards prescribed by § 449.50(a)(1).

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of § 431.1 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The nystatin used in making the

batch for potency, loss on drying, pH,
and identity.

(b) The batch for potency and pH.
(ii) Samples required:
(a) The nystatin used in making the

batch: 10 packages, each containing ap-
proximately 300 milligrams.

(b) The batch: A minimum of 5 imme-
diate containers.

(b) Tests and methods of assay—(1) Po-
tency. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Place an accurately
measured representative aliquot of the
sample into a high-speed glass blender
jar containing sufficient
dimethylformamide to give a conven-
ient concentration. Blend for 3 to 5
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minutes. Dilute an aliquot with suffi-
cient dimethylformamide to give a
stock solution containing 400 units of
nystatin per milliliter (estimated). Re-
move and dilute with 10 percent potas-
sium phosphate buffer, pH 6.0 (solution
6), to the reference concentration of 20
units of nystatin per milliliter (esti-
mated).

(2) pH. Proceed as directed in § 436.202
of this chapter, using the undiluted
suspension.

[39 FR 19134, May 30, 1974, as amended at 50
FR 19920, May 13, 1985]

§ 449.150c Nystatin for oral suspen-
sion.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Nystatin for oral suspension
is a dry powder consisting of nystatin,
and suitable and harmless suspending
substances, preservatives, diluents,
colorings, and flavorings. When the
suspension is prepared as directed in
its labeling, each milliliter contains
100,000 units of nystatin. Its potency is
satisfactory if it is not less than 90 per-
cent and not more than 140 percent of
aliquot of the stock solution and fur-
ther the number of units of nystatin
that it is represented to contain. The
pH of the reconstituted drug is not less
than 4.9 and not more than 5.5. Its
moisture content is not more than 7.0
percent. The nystatin used conforms to
the standards prescribed by
§ 449.50(a)(1).

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples.
In addition to the requirements of
§ 431.1 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:
(a) The nystatin used in making the

batch for potency, loss on drying, pH,
and identity.

(b) The batch for potency, moisture
and pH.

(ii) Samples required:
(a) The nystatin used in making the

batch: 10 packages, each consisting of
300 milligrams.

(b) The batch: A minimum of five im-
mediate containers.

(b) Tests and methods of assay—(1) Po-
tency. Proceed as directed in § 436.105 of

this chapter, preparing the sample for
assay as follows: Reconstitute the drug
as directed in the labeling. Blend an
appropriate aliquot in a high-speed
glass blender for 3 to 5 minutes, using
sufficient dimethylformamide to give a
convenient concentration. Dilute an al-
iquot with sufficient
dimethylformamide to give a stock so-
lution containing 400 units of nystatin
per milliliter. Further dilute an ali-
quot with 10 percent potassium phos-
phate buffer, pH 6.0 (solution 6), to the
reference concentration of 20 units of
nystatin per milliliter (estimated).

(2) Moisture. Using the dry powder,
proceed as directed in § 436.201 of this
chapter.

(3) pH. Proceed as directed in § 436.202
of this chapter, using the suspension
after reconstituting as directed in the
labeling.

[39 FR 19134, May 30, 1974, as amended at 50
FR 19920, May 13, 1985]

§ 449.150d Nystatin pastilles.
(a) Requirements for certification—(1)

Standards of identity, strength, quality,
and purity. Nystatin pastilles are com-
posed of nystatin with suitable
diluents, binders, buffers, colorings,
and flavorings. Each pastille contains
nystatin equivalent to 200,000 units of
nystatin. Its potency is satisfactory if
it contains not less than 90 percent and
not more than 125 percent of the num-
ber of units of nystatin that it is rep-
resented to contain. The pH in an aque-
ous solution is not less than 5.0 and not
more than 7.5. It disintegrates within
90 minutes. The nystatin used con-
forms to the standards prescribed by
§ 449.50(a)(1).

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples.
In addition to the requirements of
§ 431.1 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:
(a) The nystatin used in making the

batch for potency, loss on drying, pH,
and identity.

(b) The batch for potency, pH, and
disintegration time.

(ii) Samples, if required by the Direc-
tor, Center for Drug Evaluation and
Research:
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